
FDA Urged Eo Ban Drug Used 
In Effort to Bar Heart Attacks 

By Morton Mink verse reactions affecting the dieeslive 
and cardiovascular systems. wvLshinmonpost 8t.11 w r w r  

T~~ years ago leaders of the  modi. 
research &blishmen&mainly official, and four coileagues who pre. 

piiilanlhropisL Mary Lasker t h e n s e n  pared the  New England Journal re- 
uSter HUI (D.A~~.) and f&,ed heart  port disclosed tllat 4 per cent of 1,051 

Michael E de Bbkey-began , men on Atromid developed gall blad. 
lo lead a chorUEi of acclaim for  the der disease, compared with 2.0 Per 
seeming potential or a prescrlption cent of 2,670 men on a placebo, or 
drug eaUed Atrom1d.S (0 prevent fake dFug. Gordon Said the reSUllS a P  
heart  attacks. ply t o  all middleaged men on the  

drug, not merOlY 10 lhose who have 
Senate Appropriations subcommittee had attacks' 

Hill nearly got a $n million down pay- 

vited reporters t o  her home to heal' a 
rcporl on Alromid's supposed won- 
drous promise, and shortly a fronl- 
pace story. headlined. "Drug Curb 
Hinted for  Heart  Atlack," appeared in 
lhe New York Times. 

The effectiveness of Alromid in pre. 
vcnling heart  attacks han yet lo be cs- 
tablished. But a report  being. pub- 
lished today on a carefully controlled 
study in mcn shows a 54 per cent 
higher incidence of gall bladder dis- 
case In  Atromid users than in compa- 
rable non-users. 

On t h e  basis of the report, t h e  
Health Research Group (HRG). wi~lch 
is affiliated with Ralph Nader. peti- 
tioned the Food and Drug Administra- 
tion to slart  proceedings to lake 
Alromid off t h e  market. 

An FDA spokesman said the  agency 
will study the  report. published i n  the' 
New England Journal 01 Medicine. 
The  manufacturer, lhe Aycrst Lahora- 
tories division of American Home 
I'roducls Corp,. did not reply to a re. 
porter's request for  comment. 11s 
Atromid aales have been at  an  annual 
rate of $30 million.' 

Dr. Sidney M. Wolle, director of tba 
R I G ,  estimated tha t  1,000 men a year 
will get gall bladder disease because 
of Atromid. Ile calcblated the  number 
of current users a t  143,WO. including 
450,000 men, and speculated that the  
drug  may cause tlie disease in women, 
too. 

Ayerst holds l h e  American palcnt 
011 Alromid (clofibrate). whiril wns 
first sold in Britain. The FDA re- 
leased I t  lo the American markel in 
2,Iny. 1961. 

1 1 1  approving. It. lhe  agency permil- 
led hyerst  to make IIU claim t h a l  
,\wornid would prevent heart altacks. 
Iiistead, it l imited,the prescribing in- 
slructions, or physician laheling. to  
w11at Ayersl's data dcmonslrated: tlie 
drug lowered bloc4 levels of fatly suh- 
S L ~ I I C C S  known a s  serum lipids, partic- 
ularly triglycerides and cholesterol. 

Then and now, tlie labeling emphn. 
sized tha t  scientists liave not eslah. 
lishrd whelhcr drug-induced lowerin:: 
of serum lipids lins "a cletrinicnlnl. 
beneficial. or  n o  effccl" o n  carcliovas. 
cular death or disease. 

Medical scientisls holly (lispuie 
whelher decreasing serum lipids is 
therapeutically beneficial. jus1 as liicy 
dispute whether l h e  so.cailed iiypogly- 
ccmlcs. drugs which lower blood 
sugar, protcct against l h e  dread cnr. 
.diavascular complicallons 01 diabetes. 

In 1868, what is  now lhe Nallonnl 
Heart. Lung. and Blood Inslitule, a 
unit 01 the National lnsitutucs of 
Health, started tlic huge Coronary 
Drug Project to find out if  the risk of 
a new hear t  attack In niun who al. 
ready had had one' would be lessened 
by any of the following: Ayerst's Pre. 
marin. a n  estrogen, in  either of two 
doeses; T r a v e n o 1 Laboratories 
Chlorin (sodium dewlrothyroxine); 
niacin (nicotinle acid) o r  Atromld. 

T h e  results were dlscouraging. The  
project stopped using Premarin in one 
dose in 1970 chiefly because i t  caused 
an  excess of nonfatal heart disease, 
and the  other dose because of an  e* 
ceas d blood clottlnp and cancer; 
Cboloxin in  1971. because t h e  death 
rate waa higher among users than 
lionusera, and niacin and  Alromid in 
lDl4, because neither signiflcantly de- 
creased t h e  death ra te  below tha t  
achieved with a dummy drug, nnd be- 
cause 01 unpleasant and hazardous ad- 

Dr. Robert S: Cordon Jr., an  

& Bakey appeared before ~ f i l * ~  

to make an impassioned plea for a $49 , T h e  HRG's W d f e  said the report 
governmenl of the drug, "relocuscs atlention" on (he queslion 

of why more than I million persons 
merit (hrough congress. Laskfr ill. are laking any drugs lo lower serunl 

cholcsterol. 

111 106'7 and 1868. without the knowl- 
edge or backing of Hear1 lnstitule di, 
rector Donald S. Frederickson; dow 
head of tlie NIH, philanthropist 
Lasker and her allies proposed gbv- 
ernment funding of a separaln 
Atromid study that would have: en. 
rolled 16.000 men-twice as many as 
in the  entlre Coronary D N g  Project. 

The proposal originated with 'Dr. 
Louis R. Krasno, a United Airliner 
medical official who said'  a study. he 
had done in 1,200 middlPaged men i n  
dicated that for every, heart  attaclu'in 
Atromid users, non-users had 3.1: SUP 
porting him, statistician John'-AV. 
Weiner told Sen. Hill that Alromid 
was "free of serious side ellects.", .. 


